Introduction
Introduction
ISO is the International Organization for Standardization. The ISO members are the national standards institutes of 146 countries worldwide. CEN (Comité Européen de Normalisation) is the European standardization body. CEN full members are the national standards bodies of the EU and EFTA countries (the standards bodies of the ten new EU member states became full members of CEN well in advance of their accession to the EU on 1 May 2004). The national standards bodies of Albania, Bulgaria, Croatia, Romania, the Republic of Macedonia, and Turkey are CEN Affiliates. The national standards body of Serbia & Montenegro (SCG) is a Corresponding member of CEN. The most important condition for full membership of CEN is agreement that European Standards (EN) will be adopted as national standards. Also, a series of standards aimed mainly at manufacturers and relating to the EU Directive on In Vitro Diagnostics has been prepared by CEN/TC 140.
ISO and CEN work is done by Technical Committees (TCs
For the medical laboratories, the most important product of these committees is EN ISO 15189: 2003 (1) »Medical laboratories -particular requirements for quality and competence«. This is the first international standard which has been developed specifically to address the requirements for accreditation of medical laboratories.
15189 is based on ISO/IEC 17025 [2] , the standard for accrediting »testing and calibration laboratories« but with many additional requirements for medical laboratory services (not confined to the testing process), with a large input from the EC4 »Essential Requirements« documents (3) (4) (5) . It also includes elements of the ISO 9000 series.
While still in draft form, it was approved by ILAC (International Laboratory Accreditation Co-operation) as a suitable basis for the accreditation of medical laboratories. 
The need for EN ISO 15189

Comparison of EN ISO 15189 and ISO/IEC 17025
Before EN ISO 15189 was developed, the standard ISO/IEC 17025 (2) »General requirements for the competence of testing and calibration laboratories« 2 was used in some countries as a basis for accreditation of medical laboratories, despite its serious deficiencies when used in the medical environment. Should it still be used now that a standard specifically developed to cover the needs of medical laboratories is available?
The Scope clause of 17025 says:
1.1 This International Standard specifies the general requirements for the competence to carry out tests and/or calibrations …1.2 This International Standard is applicable to all organizations performing tests and/or calibrations. These include, for example, first-, second-and third-party laboratories, and laboratories where testing and/or calibration forms part of inspection and product certification… Do medical laboratory services really come within this scope? The »tests« mentioned in 17025 are usually tests on products or materials to see if they meet with particular specifications or regulations (con-formity assessment). On the other hand -»Medical laboratories do not deal with a production line but rather with human life with multiple factors influencing the results and having a big impact on human health care« To demonstrate the difference in emphasis between the two standards we can compare some corresponding clauses from the two standards. These are shown in Tables I to VIII.
Looking at the Introductions from the two documents (Table I) , we see that in 17025, the emphasis is on the validity of the test results. Of course, in the medical laboratory we must also produce valid results, but there are also important requirements which must be considered if we are to provide a medical laboratort service of high quality.
Under the heading of Management requirements (Table II) , in 15189 the emphasis is on the patient, in contrast to the corresponding subclause of 17025.
Comparing subclause 4.7 of the two standards (Table III) , we can see that the relationship with the users of the service is quite different for the medical laboratory (15189) from that of »testing and calibration laboratories« (17025).
In dealing with nonconformities (Table IV) it is necessary under 15189 that the professional staff of the medical laboratory must have the competence to consider the medical significance of their work.
In conducting management reviews (Table V) we can see that the emphasis in 15189 is on the patient.
In 15189 there is a very strong emphasis on the requirement that the medical laboratory service should be directed by a person or persons with an appropriately high level of competence (Table VI, subclause 5.1.3). The responsibilities of the director are given in great detail (5.1.4). There is no corresponding text in 17025. 15189 has sections on the pre-and postexamination phases, which are not dealt with adequately in 17025 ( Table VII) .
The contribution of the diagnostics manufacturers in maintaining the quality of medical laboratory services is explicitly acknowledged in 15189 (Table  VIII) . There is no corresponding text in 17025. 
Survey on likely implementation of 15189 in Europe:
In March 2003 a questionnaire (Table IX) was sent to 35 member societies of FESCC asking for their views on whether 15189 would be used and how it would be used as a basis for accreditation of medical laboratories in Europe. Information was received from 26 countries, and this is summarised in Tables X and XI (the information is incomplete; in some of the 26 countries the future situation is not yet clear). The most notable finding was that 26 out of 26 national societies said »Yes« to Question 1.
Conclusion
If a medical laboratory has to choose between the 15189 and 17025 standards as a basis for accreditation, 15189 has many advantages and is strongly recommended by the author and by EC4. If both standards are used, 15189 should be the primary document. The laboratory shall be directed by a person or persons having executive responsibility and the competence to assume responsibility for the services provided. ... Competence is here understood as the product of basic academic, postgraduate, and continuing education, as well as training and experience of several years in a medical laboratory.
5.1.4
The responsibilities of the laboratory director or designees shall include professional, scientific, consultative or advisory, organizational, administrative, and educational matters ...
The laboratory director or designees for each task should have the appropriate training and background to be able to discharge the following responsibilities … a) provide advice ... about the choice of tests, the use of the laboratory service and the interpretation of laboratory data; b) serve as an active member(s) of the medical staff for those facilities served, if applicable and appropriate; c) relate and function effectively … with 1) ... accrediting and regulatory agencies, 2) ... administrative officials, 3) the healthcare community, and 4) the patient population ...; d) define, implement and monitor standards of performance and quality improvement ... e) implement the quality management system ... f) monitor all work ... to determine that reliable data are being generated; g) ensure that there are sufficient qualified personnel with adequate documented training and experience ... h) plan, set goals, develop and allocate resources appropriate to the medical environment; i) provide effective and efficient administration of the medical laboratory service, including budget planning and control with responsible financial management ... j) provide educational programs for the medical and laboratory staff and participate in educational programs of the institution; k) plan and direct research and development ...; l) select and monitor all referral laboratories for quality of service; m) implement a safe laboratory environment ...; n) address any complaint, request or suggestion from users of laboratory services; o) ensure good staff morale.
The laboratory director need not perform all responsibilities personally. However, it is the laboratory director who remains responsible for the overall operation and administration of the laboratory, for ensuring that quality services are provided for patients. 
